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or initiation of an animal study, completion
of the study, submission of the final study
report to FDA, and any additional mile-
stones or submissions for which projected
dates were specified as part of the commit-
ment. In addition, it should include a revised
schedule, as appropriate. If the schedule has
been previously revised, provide both the
original schedule and the most recent, pre-
viously submitted revision.

(8) Current status of the postmarketing study
commitment. The status of each post-
marketing study should be categorized using
one of the following terms that describes the
study’s status on the anniversary date of
U.S. approval of the application or other
agreed upon date:

(i) Pending. The study has not been initi-
ated, but does not meet the criterion for de-
layed.

(ii) Ongoing. The study is proceeding ac-
cording to or ahead of the original schedule
described under paragraph (b)(2)(vii)(a)(7) of
this section.

(iii) Delayed. The study is behind the origi-
nal schedule described under paragraph
(b)(2)(vii)(a)(7) of this section.

(iv) Terminated. The study was ended before
completion but a final study report has not
been submitted to FDA.

(v) Submitted. The study has been com-
pleted or terminated and a final study report
has been submitted to FDA.

(9) Explanation of the study’s status. Provide
a brief description of the status of the study,
including the patient accrual rate (expressed
by providing the number of patients or sub-
jects enrolled to date, and the total planned
enrollment), and an explanation of the
study’s status identified under paragraph
(b)(2)(vii)(a)(8) of this section. If the study
has been completed, include the date the
study was completed and the date the final
study report was submitted to FDA, as appli-
cable. Provide a revised schedule, as well as
the reason(s) for the revision, if the schedule
under paragraph (b)(2)(vii)(a)(7) of this sec-
tion has changed since the last report.

(b) Public disclosure of information. Except
for the information described in this para-
graph, FDA may publicly disclose any infor-
mation described in paragraph (b)(2)(vii) of
this section, concerning a postmarketing
study, if the agency determines that the in-
formation is necessary to identify the appli-
cant or to establish the status of the study,
including the reasons, if any, for failure to
conduct, complete, and report the study.
Under this section, FDA will not publicly
disclose trade secrets, as defined in §20.61 of
this chapter, or information, described in
§20.63 of this chapter, the disclosure of which
would constitute an unwarranted invasion of
personal privacy.

§314.90

(viii) Status of other postmarketing studies. A
status report of any postmarketing study
not included under paragraph (b)(2)(vii) of
this section that is being performed by, or on
behalf of, the applicant. A status report is to
be included for any chemistry, manufac-
turing, and controls studies that the appli-
cant has agreed to perform and for all prod-
uct stability studies.

(ix) Log of outstanding regulatory business.
To facilitate communications between FDA
and the applicant, the report may, at the ap-
plicant’s discretion, also contain a list of
any open regulatory business with FDA con-
cerning the drug product subject to the ap-
plication (e.g., a list of the applicant’s unan-
swered correspondence with the agency, a
list of the agency’s unanswered correspond-
ence with the applicant).

§314.90 Waivers.

(a) An applicant may ask the Food
and Drug Administration to waive
under this section any requirement
that applies to the applicant under
§§314.50 through 314.81. An applicant
may ask FDA to waive under
§314.126(c) any criteria of an adequate
and well-controlled study described in
§314.126(b). A waiver request under this
section is required to be submitted
with supporting documentation in an
application, or in an amendment or
supplement to an application. The
waiver request is required to contain
one of the following:

(1) An explanation why the appli-
cant’s compliance with the require-
ment is unnecessary or cannot be
achieved;

(2) A description of an alternative
submission that satisfies the purpose of
the requirement; or

(3) Other information justifying a
waiver.

(b) FDA may grant a waiver if it
finds one of the following:

(1) The applicant’s compliance with
the requirement is unnecessary for the
agency to evaluate the application or
compliance cannot be achieved;

(2) The applicant’s alternative sub-
mission satisfies the requirement; or

(3) The applicant’s submission other-
wise justifies a waiver.

[60 FR 7493, Feb. 22, 1985, as amended at 50
FR 21238, May 23, 1985; 67 FR 9586, Mar. 4,
2002]
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